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DETAILED ACTION 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which it 
is most nearly connected, to make and use the same and shall set forth the best 
mode contemplated by the inventor of carrying out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

Claims 1-19 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

The last phrase is unclear: two or more what? Solvating molecules or compounds? 
In the latter case, one would have a mixture of say, a compound which is a butanol solvate 
and a compound which is a 1-propanol solvate. In the former case, there is a compound 
which is a double solvate of two different alcohols. 

Claims 1-5, 7, 9, 11, 13, 15-19 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for the solvates prepared, does not 
reasonably provide enablement for other solvents. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make the invention commensurate in scope with these claims. 

If there is intended the double solvates, these are not enabled. Double solvates of 
two different organic solvents are quite uncommon, and applicants have not shown that 
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they can make such compounds. In fact, it's not clear that applicants have even 
contemplated them. 

If there are intended mixtures of two different solvates, e.g. Compound I as a 1- 
pentanol solvate mixed with Compound I as an isopropanol solvate, where are these 
described? 

Claims 1-2, and 7-16 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for 1-propanol, does not reasonably provide enablement 
for other solvents. The specification does not enable any person skilled in the art to which 
it pertains, or with which it is most nearly connected, to make the invention commensurate 
in scope with these claims. 

Example 7 used 2-pentanol, and example 8 has 1-pentanol and example 9 has t-amyl 
alcohol and example 10 has 1-propanol. But the actual products are solvates of both water 
and the alcohol. Such compounds do not fall within claim 1. That is, while one might have 
expected a solvate of 1-pentanol from example 7, in fact, the product is listed as a hydrate- 
solvate, and thus, applicants have not shown that a straight solvate with 1-pentanol can be 
formed. 

Claims 7-14 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

See preceding rejection. The compounds of claims 7, 9, 11, and 13 are not described 
correctly. These are actually solvate hydrates, not just solvates. Changing the name would 
fix the problem. 
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Claim 19 is rejected under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for the compound or crystal, does not reasonably provide enablement 
for the solvate. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make the invention commensurate in 
scope with these claims. 

Applicants have show that the esters form solvates, at least with some alcohols. 
However, applicants have not shown that Formula II, which is an acid, forms the hydrate of 
claim 19. 

Specification 

Examples 7-10 of the specification are objected to. These examples appear to be 
defective. The compounds are listed as being hydrates, and yet water was not used. For 
example, the analysis for example 7 lists the compound as having 2 Va moles of water per 
mole of the p-lactam. Where did all this water come from? Note that compound (I) is not 
listed as being a hydrate. 

Claim Objections 

Claim 19 is objected to as improperly dependent on claim 17. Claim 17 no longer 
provides for solvates. Claim 19 should be canceled. 

Claims 7-14 are improperly dependent on claim 1, which does not provide for 
hydrates, which, according to the specification, is what these materials really are. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark L. Berch whose telephone number is 571-272-0663. 
The examiner can normally be reached on M-F 7=15 - 3:45. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on (571)272-0661. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786-9199 (IN USA 
OR CANADA) or 571-272-1000. 

/Mark L. Berch/ 
Primary Examiner 
Art Unit 1624 
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